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Comm iss i o ne r  fo r  Pa fen ts  
Un i t e d  S t& s  Pa t en t  a n d  T r a d e m a r k  O ff ice 

2 1  2 o @ j P .O . B o x  1 4 5 0  
A l exand r i a ,  V A  2 2 3 1 3 - 1 4 5 0  
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O ffice o f Regu l a to ry  P o l icy 
HFD -13  
5 6 0 0  F ishe rs  L a n e , 
Rockv i l le ,  M D  2 0 8 5 7  

A tte n tio n : C l aud i a  G r i l le 

Dea r  M s. A xe l rad:  

T h e  a tta c hed  app l i ca t i on  fo r  p a te n t te r m  ex tens i on  o f U .S . P a te n t N o . 5 ,5 0 2 ,0 7 7  was  f i led o n  
Janua r y  7 ,2 0 0 5 , u n de r  3 5  U .S .C. $ 1 5 6 . 

T h e  ass is tance o f you r  O ffice is r e ques te d  in  c on firm ing  th a t th e  r aduc t i d en tifie d  i n  th e  
app l ica t ion,  O M A C O R @  ( E P A  e thy l  es te r  a n d  D H A  e thy l  es te r )  \ as  b e e n  sub ject  to  a  r egu l a to ry  p h  
r ev i ew pe r i o d  wi th in  th e  m e a & ing  o f 3 5  U .S .C. 4  156 ( g )  b e fo r e  its f i rs tapproved commerc i a l  
ma r k e tin g  o r  u se . In  th is  r e ga r d , p l ease  n o te  th e  a r g u m e n t, o n  p a g e  1 4  o f th e , app l ica t ion,  th a t 
“salt fo rms  a r e  i nc l uded  u n de r  th e  d e fin i t ion o f a  p r oduc t’ u n de r  3 5  U .S .C. $  1 56 ( f)” (c i t ing 
P f izer l izc. “v. pr.  R e d d y  L a b s ,, L td ., 3 5 9  F.3 d  1 3 6 4 - 6 6 , ‘6 9  U S P Q 2 d  2 0 1 6 ,2 0 1 8 - 2 0 1 9  (Fed . Cir. 
2 004 ) ) . A p p h c a n t is u nde r s to o d  to  b e  a r gu i n g  th a t th e  a pp r o ved  p r oduc t is n o t th e  speci f ic 
es te r (s )  a p p r o ved , b u t i nc l udes  th e  ac t ive m o iety, A lth o u g h  a p p h c an t’s in te rp re ta t ion o f P f izer is 
n o t s ha r ed  by  th e  unde r s i g ned  ( p f ize is u nde r s to o d  to  h ave  conch td e d  th a t-th e  
was  a m lod ip ine ,  n o t a  speci f ic  salt  o f a m lod ip ine ,  a n d  to  b e  l im ite d  to  th e  fac ts 

o ved  p r oduc t 
e in) ,  if 

app l i can t’s m te r p r e ta tio n  is correct,  th e n  a  p r i o r  app r ova l  o f a ny  d r u g  p r oduc t i n  th e  s a m e  ac t ive 
m o iety u n de r  th e  s a m e  sect ion  o f th e  Fede ra l  F o o d  D r ug  a n d  C o s m e tic A ct wou l d  ba r  p a te n t te r m  
ex tens i on  b a sed  u p o n  a  s u bsequen t r egu l a to ry  r ev i ew o f a  d r u g  p r oduc t i n  th a t ac t ive m o iety. S e e  
3 5  U .S .C. 156 ( a ) (S ) (A ) . A ccord ing ly ,  th e  ass is tance o f you r  O ff iceais r e qqes te d  in  d e te rm i n i n g  
w h e the r  a ny  p r oduc t m  th e  s a m e  ac t ive m o iety o f O M A C O R Q  ( E P A  e thy l  es te r  a n d  D H E  e thy l  
es te r )  h as  b e e n  subJec t to  a  r egu l a to ry  r ev i ew pe r i o d  wi th in  th e  m e a n i n g  o f3 5  U .S .C. 8  156 ( g )  
b e fo r e  th e  app r ova l  o f O M A C O R Q  ( E P A  e thy l  es te r  a n d . D H E  e thy l  e m -j. 
ass is tance o f you r  O ffice is r e ques tin  

In  add i tio n , th e  

ex tens i on  was  f i led wi th in  th e  sixty- 6 : 
i n  c on firm ing  th a t th e  app l i ca t i on  fo r  p a te n t te r m  

ay  pe r i o d  tie r  th e  p r oduc t was  a pp r o ved . S ince  a  
d e te rm i n a tio n  has  n o t b e e n  m a d e  w h e the r  th e  p a te n t i n  q u es tio n  c la im s a  p r oduc t wh i ch  has  b e e n  
sub ject  to  th e  Fede ra l  F o o d ,: D r u g  a n d  C o s m e trc A ct, o r  a  m e th o d  o f r n ~ ~ a c t~ n g  o r  u se  o f 
such  a  p r oduc t, th is  c o r nmun i ca t ron is N O T  to  b e  cons i de r ed  as  n o t ice wh i ch  m a y  b e  m a d e  in  th e  
fu tu r e  p u r s uan t to  3 5  U .S .C. $  156 ( d ) ( 2 ) (A ) . 

O u r  r ev i ew o f th e  app l i ca t i on  to  d a te  ind ica tes th a t th e  sub ject  p a te n t wau l d  b e  e l i g ib le  fo r  
ex tens i on  o f th e  p a te n t te r m  u nde r  3 5  U .S .C. 8  1 5 6 . 

Inqu i r i es  r ega r d i ng  th is  c ommun i c a tio n  shou l d  b e  d i rec ted  to  th e  unde r s i g ned  a t ( 571 )  2 7 2 - 7 7 4 4  
( t e l ephone )  o r  ( 5 7 1 ) 2 73 - 7 744  (facsim i le). 

jy (Lfqh;r  --. . -?-?.?. 
Ka r i n  Fer r i te r  
Sen i o r  L ega l  Adv i so r  
O ffice o f P a te n t L ega l  A d m in ist rat ion 
O ffice o f th e  D e p u ty C o m m iss ione r  

fo r  P a te n t E xam i na tio n  P o l icy 

cc: Te r esa  S ta nek  R e a  
Bu r n s , D o a n e , Swecke r  &  M a th is  
P O  B o x  1 4 0 4  
A l exand r i a  V A  2 2 3 1 3 - 1 4 0 4  


